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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 4/1/09 has been entered. 

Claim Objections 

2. Claims 11-15 are objected to because of the following informalities: Claims 11-15 recite 
"the method of claim 9. . ." The independent method claim is claim 10. For the purposes of this 
examination it will be assumed that claims 11-15 depend from claim 10. Appropriate correction 
is required. 

Claim Rejections - 35 USC § 103 

3. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

4. Claims 1-9, 10-11, 13-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
DeSatnick et al (US 4650462) in view of Wheeldon et al (US 4670007). DeSatnick teaches a 
system for delivering a volume of sterile fluid to a targeted anatomical site, the system 
comprising a container of sterile fluid 16, a peristaltic pump 12 for pumping any amount of 
sterile fluid from the container to a targeted anatomical site, the pump having speed control 14 
adjustable by the user (col. 3, lines 52-55), a sterile tubing set 20 for delivery of the fluid to the 
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patient, and a display 40 for displaying the fluid delivery rate. The device is capable of handling 
flow rates of 0-999ml/nriin (col. 5, lines 39). The irrigation system is capable of being used in 
any procedure requiring sterile fluid delivery in the disclosed flow rate ranges. 

5. DeSatnick inherently teaches the method of using the device including the steps of 
connecting the sterile tubing to the container, passing the tubing through a pump and making the 
other end available for delivery. The step of releasing the pump activation is inherently done at 
the end of the procedure. 

6. Claim 1 differs fi-om DeSatnick in calling for a strain gauge sensor and a processor for 
determining the volume of fluid delivered to the patient. Wheeldon teaches a device for 
controlling the amount of fluid delivered to a patient including a sterile fluid source attached to a 
strain gauge which monitors the delivery rate and displays either the delivery rate or the total 
dose amount on a display. Wheeldon teaches that monitoring the flow rate and volume delivered 
using a strain gauge is preferable to other methods known in the art such as monitoring the speed 
of a peristaltic pump as is disclosed by DeSatnick because it does not require calibration of the 
device and eliminates variations in tubing performance (col. 1, line 59 - col. 2, lines 40). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time of invention 
to modify the device of DeSatnick to include the volume monitoring system of Wheeldon 
(including a strain gauge and processor) because Wheeldon teaches that using a strain gauge is 
preferable to simply monitoring the RPM of the pump because it allows for better control and 
accuracy and eliminates variables such as tubing performance. 

7. Claim 10 differs from DeSatnick in calling for the steps of supporting the container from 
a strain gauge sensor and processing the signal from the sensor to display volume of sterile fluid 
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delivered. Wheeldon teaches these steps. It would have been obvious to include these steps in 
the method for the reason discussed above with reference to the system. 

8. Regarding claim 4, Wheeldon teaches that the display will "zero" when the device is 
turned off and then back on (col. 6, lines 50-54). Therefore the power button is interpreted to be 
the reset button. It would have been obvious to one of ordinary skill in the art at the time of 
invention to include this feature in the device of DeSatnick so that the display will automatically 
start at zero with every new use of the device. 

9. Regarding claims 5, 8, 14, DeSatnick is silent as to the material of the tubing set. 
However, it is well known in the art to use polyvinyl chloride tubing sets for their durability, 
sterilibility, biocompatibility, and nonreactiveness. Therefore, it would have been obvious to one 
of ordinary skill in the art at the time of invention to modify the tubing set of DeSatnick to be 
formed of PVC as is well known in the art. 

10. Claims 12, 16-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
DeSatnick in view of Wheeldon as applied to claim 10 above, and further in view of Maddock et 
al (U 5549672). Claim 12 differs from the teachings above in calling for the procedure to be the 
filling of breast implants. Maddock teaches a method of filling breast implants wherein the flow 
rate and pressure of the infusion fluid is precisely monitored and controlled using a pumping 
system that has volume measuring capabilities and pressure measuring capabilities, a bag and 
tubing set which allows for fast and accurate filling of the breast implants. See Abstract. It 
would have been obvious to one of ordinary skill in the art at the time of invention to use the 
device of DeSatnick in view of Wheeldon to fill breast implants because the device has all the 
requirements of that procedure as taught by Maddock. 
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Response to Arguments 

1 1 . Applicant' s arguments filed 4/1/09, with respect to the rejection(s) of claim(s) 1-18 under 
Wheeldon in view of Hadzic have been fully considered and are persuasive. Therefore, the 
rejection has been withdrawn. However, upon fiirther consideration, a new ground(s) of 
rejection is made in view of DeSatnick in view of Wheeldon. 

12. The examiner acknowledges applicant's argument that Wheeldon teaches that the 
processor controls and adjusts the flow rate of the pump. DeSatnick meets the claim limitation 
of the processor not being electronically connected to the pump because the pump is manually 
controlled. The combination is essentially adding the strain gauge, processor and display of 
Wheeldon to the device of DeSatnick to overcome the shortcomings of relying only of the RPM 
reading which were discussed by Wheeldon. The examiner does not believe that making this 
combination requires the addition of the control feature of Wheeldon to the device of DeSatnick 
because Wheeldon is only being rehed upon to teach that using a strain gauge and processor is a 
more accurate and precise way of monitoring the flow rate and volume than just relying on a 
calibration of the RPM reading. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LAURA A. BOUCHELLE whose telephone number is (571)272- 
2125. The examiner can normally be reached on Monday-Friday 8-4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 5 17-272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Elecfronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Nicholas D Lucchesi/ Laura A Bouchelle 

Supervisory Patent Examiner, Art Unit 3763 Examiner 

Art Unit 3763 

/Laura A Bouchelle/ 
Examiner, Art Unit 3763 



